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s UNITED STATES EN‘NMENTAL PROTECTION AGENCY . .. Fom Apgroved OMB No. 2070-0060

v 401 M Street, S.W.
WASHINGTON, D.C. 20460 & asa

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response pr:egst@wn acdwﬂ&s and 025319urs per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments rding e burderse 3mﬂ e} aspect of this collection
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental eation Agemy Streed, s Washlngton DC 20480.
Do not send the form to this address.

DATA MATRIX
Date September 6, 2005 EPA Reg. No./File Symbol 70060-19 I Page 1 of 2
Applicant's/Registrant's Name & Address: Product
Engelhard Corp., 101 Wood Avenue, Iselin, NJ 08830 Aseptrol S10-Tab
Ingredient(s): (a) Sodium chlorite (CASRN 7758-19-2)
(b) Sodium dichloroisocyanurate dihydrate (CASRN 51580-86-0)
Guideline Reference Number | Guideline Study Name MRID Number | Submitter Status Note
830.1550 - 830.1800 Product Identity, Composition and Analysis 45211202 | Engelhard Corp. (Co. # 70060) OWN
830.6302 - 830.7950 Physical/Chemical Properties 45211203 | Engelhard Corp. (Co. # 70060) OWN
870.1100/81-1 Acute Oral Toxicity 45280201 Engelhard Corp. (Co. # 70060) OWN
870.1200/81-2 Acute Dermal Toxicity - - - Waived'
870.1300/81-3 Acute Inhalation Toxicity 45280202 Engelhard Corp. (Co. # 70060) OWN
870.2400/81-4 Primary Eye Irritation - - - Waived”
870.2500/81-5 Primary Dermal Irritation 45149707 | Engelhard Corp. (Co. # 70060) OWN
870.2600/81-6 Skin Sensitization 45149708 Engelhard Corp. (Co. # 70060) OWN
£10.2100 (b) Efficacy — AOAC Sporicidal Test
Initial | 45916001 Engelhard Corp. (Co. # 70060) OWN
Confirmatory TBA Engelhard Corp. (Co. # 70060) OWN
810.2100 (c) (d) and (e) Efficacy — AOAC Use Dilution Test
Staphylococcus aureus and Salmonella choleraesuis | 45916002 | Engelhard Corp. (Co. # 70060) OWN
Pseudomonas aeruginosa 45916003 Engelhard Corp. (Co. # 70060) OWN
Bordetella bronchiseptica | 46226201 Engelhard Corp. (Co. # 70060) OWN
Staphylococcus aureus (MRSA) 46226202 Engelhard Corp. (Co. # 70060) OWN
Corynebacterium bovis and Helicobacter pylori | 46226203 Engelhard Corp. (Co. # 70060) OWN
Escherichia coli O157:H7 TBA Engelhard Corp. (Co. # 70060) OWN
Staphylococcus aureus (MRSA) & Enterococcus TBA Engelhard Corp. (Co. # 70060) OWN
faecalis (VRE) TBA Engelhard Corp. (Co. # 70060) OWN
810.2100 (g) Efficacy — Virucidal Effectiveness Test
Hantavirus | 45617202 Engelhard Corp. (Co. # 70060) OWN
HIV | 45617203 | Engelhard Corp. (Co. # 70060) OWN
Coronavirus 46226205 Engelhard Corp. (Co. # 70060) OWN
Initial Norwalk Virus 46226206 Engelhard Corp. (Co. # 70060) OWN
Confirmatory Norwalk Virus TBA Engelhard Corp. (Co. # 70060) OWN
Foot and Mouth Disease Virus | 46266501 Engelhard Corp. (Co. # 70060) OWN
Signature 2 s Name and Title: Christina M. Swick, Lewis & Harrison Date
’ Q}V\Awm\(\(\ . w 122 C St. NW, Suite 740, Washington, DC 20001 September 6, 2005
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DATA MATRIX
Date  September 6, 2005 EPA Reg. No./File Symbol  70060-19 | Page 20f 2
Applicant’s/Registrant’s Name & Address: Product
Engelhard Corp., 101 Wood Avenue, Iselin, NJ 08830 Aseptrol S10-Tab
Ingredient(s): (a) Sodium chlorite (CASRN 7758-19-2)
(b) Sodium dichloroisocyanurate dihydrate (CASRN 51580-86-0)
Guideline Reference Number | Guideline Study Name MRID Number | Submitter Status Note
Newcastle Disease Virus TBA Engelhard Corp. (Co, # 70060) OWN
Initial HBV TBA Engelhard Corp. (Co. # 70060) OWN
Confirmatory HBV TBA Engelhard Corp. (Co. # 70060) OWN
Initial HCV TBA Engelhard Corp. (Co. # 70060) OWN
Confirmatory HCV TBA Engelhard Corp. (Co. # 70060) QWN
§10.2100 (h) Efficacy — Quantitative Tuberculocidal Test 45617201 Engelhard Corp. (Co. # 70060) OWN
810.2100 (m) (1) Efficacy — Available Chlorine Germicidal 45916004 Engelhard Corp. (Co. # 70060) OWN
Equivalent 46226207 Engelhard Corp. (Co. # 70060) OWN

TBA = To be assigned

FOOTNOTES

1. A waiver was granted for the acute dermal toxicity data requirement based on the anticipated corrosivity of S10-Tab to skin. A Category II designation was
assigned given: (i) the Category III designation for the acute oral toxicity study; (ii) the lack of any known systematic dermal toxicity for the ingredients
comprising the product; (iii) the Category IV dermal toxicity result with S2-Tab (EPA Reg. No. 70060-18), a substantially similar product that has significantly
lower concentration of active ingredients.

2. A data waiver was granted for the primary eye irritation data requirement since: (i) Aseptrol S10-Tab contains a chlorite level considered corrosive to eyes and
(ii) the skin irritation study conducted with Aseptrol Gtab-14, a product substantially similar to Aseptrol S10-Tab, is corrosive to skin. A Category I designation

was assigned.
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